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No. 19] 

nfrmr wm 


(ramr (cma) 
wfargmr 

fosft, 11 matt, 1990 

ur.srr.fa. 23 (w)-— 3 friftr ate rams *rr*rifr fw, 1945 

<pi sftr wifrcH sm sr f-TT siltis fasnt sa fimfslis'fr, 

am, (apt traits emre, afrafa afte wan 1 amtft srfafrm 

1940 ( 1940 STT 23 ) sit uni 12 ®fle UTer 33 glTT 

uaet nfttnff as ss^r srefr jj't, itVtfa rrarstarr MW are ir 
qjjlivt <T* 7 iT % STST^, WI 41 ?/' I USS HtlUsff Sit STWT~ 

yi iT mff safterst sit sfRir^t % fJrt. fmsr ssr- 

faa jjtt sit rtamr |, ssrrfm farat stmt | ate as gssr <tt 

srnft | far ^RT arm (wit se, m srftn Jr, farssft mart 

arstas sit (oh 4 a? srfa^sar sarafant sit arat afsaf 

<sianT sit sa-w srer at nnat &, an far sit asm sir sstfar 
<tr awtij fasie (ctt sttsst i 

itJr srptsf aT spuat se, at asa araa (ranr s?t 
atarr m sase fafafarr aaftr tit ararffar % arpt farrft «sft-r 
Jr ara Js£ta awe (aan sfttt, afaa, ar^t 

«fte afrare twr tfanrs, Prater aaa, a$ ftstt % aa re 
■^irr ar asraT 11 


spw faaa 

1. ( t) sa faaat arr afwa ara sffafa sfre aaraa sprat 

(aam) fass, lsoo ti 

(2) a ■<ra i Ta a ssrws s?r aiftsr sit mja, ^oti 

2. aV-rfa air mras amat faaa. 194s % (faa aair 

wtr s^ars asa faaa ari?r ssr &) fass G4 % asfwr 
(2) Jr,— 

’ M ¥& eenjar ^ ’ja (ii) Jr sm it, fai=Tftrf<aa atsr 
aFon, trsta;— 

“st ar aWrr % aafsn t^sr as- >pr a^aa a%r fsrft 
aFaar ura fasafaam at frft am srraT ^”; 

(<s) nr ™t fistTpirT ^r> % saani, faiafaftn 

a riT airsT, aata 

'‘a^ as sft (a— 

(i) a»a 20 ar aaa 21 sraaTStat it, aatiPa ^ir 
% faa (f T aa vrrSia sit am, a^-ar ra srft- 
saft rsa sa a^ aarara are <aar tsr aftar 10 
atMter a sra ar&a arr arfr |; sftr 

(ii) <a Jr fa 1 ! fanrar arrtaa am 
(a) ani 20 ar am 21 aaar staff if, sfir 
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(3rr) 20 w ’tt srw AfaY 

i7, shtstto srrftwTfr tws-' wfl tw ^nrraw 
fnir far wforc is wfaffac A wnr $w wrr 
s r?f 

wr^ ^ Af Fp ^4ju4> hc^t % 3’t4u, wftacP wit 
*cpj rr$f 0A fAwAr mo; tnjjrt^nrf wrjwim HTfawrrft sttt 
AWA aftr TRTfHrr woift) (AAtar), frm 1995 % sttwt 
A sta y* wr.PV wA jt£ |" 1 

3. T3WTT Pm WfA W^T^fr T A, fe^JT 3 % TWT{J, IAmPhPs<!J 

srftfte w'-w;TTrfww wft WTTiTft, wrote:— 

fem 4 : isrtTKT ^TTirpT % PsA WlWTfaiT gtff % fair sfAf At? 

01 -'l f 'T j'faOi % pH 1 TTTWTfaTT *lAl % pi ! tffaf wA 
Tff^rfr A ^A %■ Pi^' wrrro-^TTrr ®9w09i wA .ho^A 
rrafa A aAr A ^pff .A $" 1 

[tt. A. 1101 'i/ie/94-A^.?n? i 'T>ATipi,] 
AAsrr tot wfawn rrfAw 

afttfET «ft? Sffrrarr nutAt fAPT, 1945, 1-5-79 6WT WTT 

TTwitferr ®*r if !fh77«t aftc qfwrr Twrn'r (twtfst frsmr) 
rrtaff A fArrA Afaftr aftc sro-raw timA, wrfAfaro eft? fArpr 
(iffaftAo^r.) At trWfair $, afafro: ?i wmwrw ProAt 
A «m.?r A TTJPRf tttw-II nhr ( 3 ) (i) A swnftra Pnofutatf 
wfagwAr arcr Awfrfer faro ^ ?:— 


1 . 

flimpT. 

i24i, rntta e-io-1979 

2. 

ht.tt.Pt. 

1242, TTrttwr 6“ 10-1 9 7 9 

3. 

TTT.WTr.fa. 

1243 , arffar 6 - 10-1979 

4. 

wrr.wA.fa. 

1281, wrffar 12* 10-1979 

5 

m.'PT.pT. 

430 , arfta 19 - 4 - 8 O 

6. 

TTT.WTr.fa. 

779, 6(?far 26-07-80 

7 

TrT.wr.fa. 

54o(*r), 6TTfar 22-9-80 

8. 

Tri-TT-fa. 

680, OTtfST 5-12-80 

9 

TTT-WTT.fa. 

68 1 (sr) wifta 5 - 12-80 

10. 

6T.wrr.fA. 

682 (wt) , Tl 1 <W 5-12-80 

11. 

rrr.wrr.fa. 

27 ( 6 ) wrAta 17 - 1 -s 1 

12- 

Trr.wrr.fa. 

478 (w) fllfta 6-8-81 

13 

rrr.wrr.fa. 

62(6) ffrflwr 15-2-82 

14. 

OT.WTT-fA. 

462, (6), recta 22-6-82 

15. 

TTT-WTT.fa. 

510(6), HTTTta 26-7-82 

16. 

6T.WTT.fA. 

13(6), 6TTta 26-7-82 

17 

6T.WTT.fA. 

318(6) fTKta 1-5-84 

18. 

6r.wrr.fA. 

33l(6) 6Tcta 8-5-84 

19. 

TTT.wrr.fA 

460(6) arfta 20-6-84 

20. 

6T.WTT.fA. 

487(6), TTTffar 2-7-84 

21. 

6r.wrr.fA. 

89 ( 6 ) rrrfta ig- 2 -ss 

22 

6r.WTT.fTT- 

7fis(6), rrrfta 10 - 10-85 

23. 

TIT.TT.fa. 

17(6), TTlfta 7-1-86 

24 

6T.WTT.fa. 

1049(6), rrrfta 29-5-86 
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25. 

OT.wrr.fa. 

1060 («r), ?rrcta 5 - 9-86 

26. 

TTlWTT.fa. 

ms (wr), wrfta 30 - 9-86 

27. 

Trr.wrr.fa. 

71 

(fl), 6rfta20-l-87 

2 8. 

6T.WrT.fa. 

570 

(*r), wrfta 12 - 6-87 

29. 

6T.WrT.fa. 

626 

(wr), 6l>ta 2-7-87 

30. 

6T.WW.fa. 

792 

(wr), 6Ttta 17-9-87 

31- 

rrr.WTT.fa. 

371, 

(w), wfata 14-3-88 

32. 

TTT.WTT.fa. 

75 

(w) trrfta 2 - 6-88 

33. 

rrr.WTT.fa. 

675 

(w), 6Rta 2-6-88 

34. 

TTT.WW.fa. 

676 

(w), WTWV«r 2-6-8 8 

35. 

rrr.wrr.fa. 

677 

(tr), cTRflff 2 - 6-88 

36- 

6T.WTT.fa. 

681 

(sr), orita 6-6-88 

37. 

rrr.wrr.fa. 

735 

(st), wrfta 24-6-88 

38. 

TTTWTT.fa. 

S 1 3 

(*r), wreta 27 - 7-88 

39. 

TtT.WTT.fa. 

944 

(W). ttrfta 21-9-88 (wjfsta) 

40. 

TTT.WTT.fa. 

43 

(w), WTta 20-1-89 (tow) 

41- 

Trr.wn.fa. 

44 

(it), TTlAta 20-1-79 (ijftm) 

42. 

6r.wrr.fa. 

1 00 

(tr), arfta 14 - 2-89 (wrkwur) 

43. 

TTT.WTT.fa 

443 

(wr), TTlAta 12-4-89 (wjfAta) 

44 

HTWiT.fa. 

588 

(wr), ?rRta 2 - 6-89 (wifaww) 

45. 

riT.Wrr.fa. 

691 

(h), wrfawr n-7-89 

46. 

arwrT.fa. 

784 

(4f), 6'rfta 28-8-89 

4 7. 

rrr.tiT.fa. 

16 

(n), mr1r«T i-in-89 

48. 

WTT-Wrr.fa. 

731 

(H), tiFta 23-8-90 

49. 

6T.wrr.fa. 

865 

(w), 0ifp^ 25-10-90 

SO 

TtT.WTT.fa. 

11 

(wr), rrrtta 7 - 1-91 

51. 

6T.TT.fa. 

223 

(wr), WTda 19-4-91 

52. 

6T.wrrfa. 

24fl 

(w), wrfta 1 - 5-91 

5 3. 

61.wrr.fa. 

301 

(wr), rmAar 7 - 6-91 

54. 

6T.WTT.fa. 

302 

(n), OITta 7-6-91 

55- 

6T.WTT.fa. 

491 

(m), trreta 25-7-9) 

56. 

6T.WTT.fa. 

495 

(wt), rrreta 25 - 7-91 

57. 

6T.wrr.fa. 

532, 

(*T), OTCta 14-8-91 

58. 

6T.WTT.fa. 

626 

(wr), <Trfta 14 - 10-91 

59- 

6T.WTT.fa. 

668 

(wt), 'Tirfor 7 - 11-91 

60. 

6T.WTT.pT. 

730 

(tt), nrcta 10 - 12-91 

61. 

6T WTT.fa. 

59 

(w), TrrtlW 22-1-92 

62. 

6T.W6.fa. 

305 

(»t), wfara' 4 - 3-92 (wjfTi'Tra) 

63. 

6T.wrr.fa. 

445 

(wr), flTTta 30-4-92 

64. 

6r.wrr.fa, 

597 

(rr), mAta 17-6-92 

65. 

6T.W6.fa. 

663 

(wt), rrreta 3 - 7-92 

66- 

6T.W6.fa. 

723 

(wt), afapwr ) r-8-92 

67. 

6r.W6.fa. 

796 

(tt), TTfCpra 1-10-92 

6 8. 

6T.W6.fa. 

877 

(■w), rrnfta 17 - 11-92 

69. 

6T.W6.fa. 

904 

(wr), OTTPir 2-12-92 

70. 

6T.W6.fa 

923 

(w), nrfta 14 - 12-97 

71. 

6T.W6.fa. 

27 

(it), wnta 22 - 1-93 (wrr^Tw) 

72- 

6T.W6.fa 

28 

(wt), tTTTta 22-1-93 
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73 . 

m TT.fr 

86 

(u), rrfhf 26 - 2-93 


74 . 

UT.TT.fr. 

296 

( 0 ), 24-3-93 


7 5 , 

ITT .73, hi 

373 

(U), TffW 13 - 4-93 

(flfim) 

76 . 

UT.TT.fr. 

374 

(0), rmr 13-4-93 

(HlfeUW) 

77 

HT.TT.fr. 

447 

( 0 ), rrffrr 10 - 0-93 

(vjferu) 

78 . 

0T.TT.fr. 

658 

(0), rrfta 19-10*93 

79 . 

0 r.TT.fr. 

673 

(0), rrfbt 27-10-93 


80 . 

8l.T3.fr. 

108 

( 0 ), flifhr 22-2-94 


81 . 

rr-TT.fr. 

! 09 

( 0 ), nrhs 22 - 2-94 


82 . 

UT.TT.fr. 

370 

(0), rirtar 7-4-94 


8 3. 

rr.Tr.fr. 

4 '16 

(0), ■‘Iffc? 17-5-94 


84 - 

ur.TT.fr. 

615 

(0). rrtfa 9-8-94 


85 

0T.TT.fr. 

650 

( 0 ) afftu,- 31-3-94 


86 . 

0T-TTfr. 

676 

( 0 ), T[TW 6-9-94 


87 - 

UTTT.fr. 

an 

( 0 ),- nfra 14-11-94 


88 . 

UTTT.fr. 

812 

( 0 ), urfiur 14 - 11-94 


89 

0T.TT.fr. 

850 

(w), .Tiffer 7-12-9* 


90- 

ur.TT.fr. 

5 5 7-2-9 5 


91. 

UT.TT.fr. 

SO ( 

0 ), rnfrr 7-2-95 


92 - 

UT.TT.fr 

93 (0), rrffar 24-2-95 


9 3 . 

UfTT.fr. 

495 

(0), nfhff 9-6-95 


94. 

UTTT.fr. 

496 

(0), URhr 9-6-95 



95- UT-TT.fr. 493 (it), HrrftST 9-6-95 
# 6 . ur.TT.fr. 553 (;a )4 UTTtrr 20-7-95 


MINISTRY OP HEALTH AND FAMILY WELFARE 
(Department of Health) 
NOTIFICATION 

New Delhi, the 11th January, 1996 

G.S.R. 23(E).—The following draft of certain rules further 
to amend the Drugs and Cosmetics Rules, 1945, which the 
Central Government propose to make, after consultation 
with Drugs Technical Advisory Board, m exorcise of the 
powers conferred by sections 12 and 33 of the Drugs and 
Cosmetics Act, 1940 (23 of 1940), is hereby publishes as 
required by the said sections for the- information of all 
persons likely to be affected thereby and notice is hereby 
given that the saiwT draft rules will be taken into considera¬ 
tion after the oxpiry of a period of sixty days from the 
date on which the copies of the Official Gazette in which 
this notification is published are made available to the public. 

Any objections or " suggestions which may be received 
from any person with respect to the said draft rules before 
the expiry of the period so specified will be taken into 
consideration by the Central Government, which may be 
addressed to the Secretary, Min'stry of Health and Family 
Welfare, Nlrman Bhawan, New Delhi. 

DRAFT RULES 

1. (1) These rules may be called the Drugs and Cosmetics 
(Amendment) Rules, 1996. 

(2) They shall come into force on the date of their publi¬ 
cation in the Official Gazette. 

2. In the Drugs and Cosmetics Rules, 1945 (hereinafter 
referred to as the said rules), in rule 64, in sub-rule (2),—4 

(a) in the second proviso, in clause (ill, the following 
shall be added at the end, namely :— 

“or who holds a degree of a degree of a recognised 
Univeryitv with one year’s experience in dealing 
with drugs’; 

(b) after the second proviso as so amended,—the follow¬ 

ing proviso shall be added, namely : — 


“Provided also that— 

(i) in respect of an application for the grant of * 
licence in Form 20 or Form 21 or both, the 
licensing authority shall satisfy himself that the 
premises are of an area of not less than 10 
square meters, and 

(ii) In respect of an application for the grant of a licence; 

(A) in Form 20 or Form 21 or both, and (B) In 
Form 20B or Form 21B or both, the licensing 
authority shall satisfy hmself that the premise* 
arc of an area of not less than 15 square 
meter* : 

Provided also that the provisons of the proceeding 
proviso shall not apply to the premises for 
which licences have been issued by the licensing 
authority immedaitely before the commence¬ 
ment of the Drugs and Cosmetics (Amendment) 
Rules, 1995”. 

3. In Schedule M to the said rules, after Note III, the 
following entry shall be inserted, namely :—. 

“Note TV .Areas for formulations meant for external 

use and areas for formulations meant for internal 
use shall be separately provided to avoid mix-up 
even though they are from the same category of 
formulations”. 

INo. X. 11014116194-DMS&PFA] 
SHAILAJA CHANDRA. Jt. Secy. 

Note : The Drugs and Cosmetics Rules, 1945 as amended 
upto 1-5-1979 is contained in the publcaton of the 
Ministry of Health and Family Welfare (Department 
of Health) containing the Drugs and Cosmetics Act 
Act and the Rules (PDGHS-61), Subsequently the 
sad rules have been amended by the following noti¬ 
fications publ'shcd in Pari H. Section 3. Sub-sectioni 
(i) of the Gazette of India, namely ;— 

1. G.S.R. 1241 dated 6-10-1979 

2. G.S.R. 1242 dated 6-10-1979 

3. G.SJL 1243 dated 6-10-1979 

4. G.S.R. 1281 dated 12-10-1979 

5. G.S.R. 430 dated 19-04-1980 

6. G.S.R. 779 dated 26-07-1980 

7. G.S.R. 640(E), dated 22-09-1930 

8. G.S.R. 680(F), dated 5-12-1980 

9. G.S.R. 631(E), dated 5-12-1980 

10. G.S.R. 682(E), dated 5-12-1980 

11. G.S.R. 27(E), dated 17-01-1981 

12. G.S.R. 478(E), dated 6-08-1981 

13. G.SR. 62(E), dated 5-02-1982 

14. G.S.R. 462(E), dated 22-06-1982 

15. G.S.R. 510(E), dated 26-07-1982 

16. G.S.R, 13(E), dated 7-01-1983 

17. G.S.R. 318(E), dated 1-05-1984 

18. G.S.R. 331(E), dated 8-05-1984 

19. G.S.R. 460(E), dated 20-6-1984 

20. G.S.R. 487(E), dated 2-07-1984 

21. G.S.R. 89(E), dated 16-02-1985 

22. G.S.R. 788(E), dated 10-10-1985 

23. G.S.R. 17(E), dated 7-01-1996 

24. G.S.R, 1049(E), dated 29-08-1986 
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25. G.S.R. 1060(E), dated 5-09-1986 

26 . G.S.R, 1115(E), dated 30-09-1986 

27. G.S.R. 71(E). dated 30-01-1987 

28. G.S.R, 570(E), dated 12-06-1987 

29. G.S.R. 626(E), dated 2-07-1987 

30. G.S.R. 792(E), dated 17-09-1988 

31. G.S.R. 371(E), dated 24-03-1988 

32. G.S.R. 75(E), dated 2-06-1988 

33. G.S.R. 675(E), dated 2-06-1988 

34. G.S.R. 676(E) dated 2-06-1988 

35. G.S.R. 677(E), dated 2-06-1988 

36. G.S.R. 680(E), dated 6-06-1988 

37. G.S.R. 735(E), dated 24-0(5-1988 

38. G.S.R. 813(E), dated 27-07-1988 

39. G.S.R. 944(E), dated 21-09-1988 (Corrigendum) 

40. G.S.R. 43(E), dated 20-01-1989 (Corrigendum) 

41. G.S.R. 44(E), dated 20-01-1989 (Corrigendum) 

42. G.S.R. 100(E), dated 14-02-1989 (Corrigendum) 

43. G.S.R. 443(E), dated 12-04-1989 

44. G.S.R. 588(E), dated 2-06-1989 (Corrigendum) 

45. G.S.R. 691(E), dated 11-07-1989 

46. G.S.R. 784(E), dated 28-08-1989 

47. G.S.R. 16 (E), dated 10-1-1990 

48. G.S.R. 731(E), dated 23-8-1990 

49. G.S.R. 685(E), dated 25-10-1990 

50. G.S.R. 11(E), dated 7-1-1990 

51. G.S.R. 223(E), dated 19-4-1991 

52. G.S.R. 246(E). dated 1-05-1991 

53. G.S.R. 301(E), dated 7-6-1991 

54. G.S.R. 302(E), dated 7-6-1991 

55. G.S.R. 491(E), dated 25-7-1991 

56. G.S.R. 495(E), dated 25-7-1991. 

57. G.S.R. 532(E). datod 14-8-1991 

58. G.S.R. 626(E), dated 14-10-1991 
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59. G.S.R. 668(E), dated 7-11-1991 

60. G.S.R. 630(E), dated 10-12-1991 

61. G.S.R. 59(E), dated 22 - 1-1992 

62. G.S.R. 305(E), dated 4-3-1992 (Corrigendum; 

63. G.S.R. 445(E), dated 30-4-1992 

64. G.S.R. 5.97(E), dated 17-6-1992 

65. G.S.R. 663(E), dated 3-7-1992 

66. G.S.R. 723(E), dated 11-8-1992 

67. G.S.R. 796(E), dated MO-1992 

68. G.S.R. 877(E), dated 17-11-1992 

69. G.S.R 904(E), dated 20-12-1992 

70. G.S.R. 923(E), dated 14-12-1992 

71. G.S.R. 27(E) dated 22-1-1993 (Comaemlumi 

72. G.S.R. 28(E), dated 22-1-1993 

73. G.S.R. 86(E). dated 26-2-1993 

74. G.S.R. 296(E), dated 24-3-1993 

75. G.S.R. 373(E), dated 13-4-1993 (Corrigendum) 

76. G.S.R. 374(E), dated 13-4-1993 (Corrigendum) 

77. G.S.R. 447(E), dated 10-6-1993 (Corrigendum) 

78. G.S.R. 658(E), dated 19-10-1993 

79. G.S.R. 673(E). dated 27-10-1993 

80. G.S.R. 108(E), dated 22-2-1994 

81. G.S.R. 109(E), dated 22-2-94 

82. G.S.R. 370(E), dated 7-4-1984 

83. G.S.R. 466(E), dated 17-5-94 

84. G.S.R. 615(E), dated 9-8-94 

85. G.S.R. 659(E), dated 31-8-94 

86. G.S.R. 676(E), dated 6-9-94 

87. O.S.R. 811(E), dated 14 - 11-94 

88 . G.S.R. 812(E). dated 14-11-94 

89. G(S.R. 850(E), dated 7-12-94 

90. G.S.R. 55(E), dated 7-2-1995 (Corrigendum) 

91. G.S.R. 59(E), dated 7-2-199J 

92. G.S.R. 93(E), dated 24-2-1995 

93. G.S.R, 495(E), dated 9-6-1995 

94. G.S.R. 496(E), dated 9-6-1995 

95. G.S.R, 493(E), dated 9-6-199J 

96. G.S.R. 553(E), dated 20-7-1995 
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